AR MEES
202042 H 2RT (3810 872242
B & HiRLRAT & 58 & £ | 21300AMZ00573
MM : 345 HEZEI-AHE R E | 1965420
AAXERAF aA7A42V > EBIER1 %
s = s o r A —
DUBATAV8B1% 7/ —,
- Codeine Phosphate Powder "FUSO”
5

2. B2 (ROBZICEBELLHEWI L)

2.1 EERMNAIH OH 5 BHE [N % 83 5]

2.2 12K o/NE [9.7.150]

2.3 HEERRAMT 2 X T 7/ A R UIBRAT 2 O $89% H (19 T3
L 18R OB [EERIFRIH O A 7 H388iny 5 B%
N2 %]

2.4 SETWMEREPORE [KESWEITS.]

2.5 EELIFEEREEDD L EE [9.3.12H]

2.6 1BMEMEEEICHIE T 2 0820 BE [FFIHH CIEERA 4
MRS 5, ]

2.7 FREIREE (CADPAERIE. BEH. A M) *F=— i)
12Hh 5 EH [(FHOREEN R D H b D]

2.8 BTV a— v BE [IENE % HEiE Y 5]

2.9 TAYTIVHAA NI LaEigdEo B

210 Wit Ko BE S HE KGR (0157%) ik
FHEOEE ZMEETROD 5 BETIX, EROEAL, &

WM O R 2 & 72T BT D 5.

3. #Emk - MR

3.1 8k

WRFe 4 VY TA VEL% (7 —]
i O 570 5y AT 1om
I FUHEAHIH

3.2 WAIDOMIK

HirE 4, VUBaTA E% [TV -]

[E2N 8 5]

4. BEERIIHHR
OFEMRBERRBICH (T 58 - $55%
OEEHICH T 558E
OBLWTFREROHE

6. ERUAE
EHEWALR2g, 1H6g% 1159 5,
B, AR ERIC L ) EERRT 5,

8. EELEANIE

8.1 HHIC L VEWIKGEZE LD ENHALDT, ML 512
T, EEICKRSTLZ L, [11.1.12E]

8.2 IRGE. ®FTWVWISEZ LI EHDHLHDOT, AFFKGHOEHKIC
T EH B O EREER D W OBREICERE S SR L )
BEAHZ L,

9. BENHEZFI2REICHETIEE
9.1 AHHE - MEEEDH 28E
9.1.1 HEMTHDH 5 EBH
BEERPOEELVEHM SN AGAZHRE HE LAV &,
HEMHOEE? X 72T BZNhdH 5,
9.1.2 18@mKRMm DA, EAEMEIRFEFEFIREMRIE IS EE LI
REEHIHEE

G L2 & EERMRINGE O X7 8iNs 5 BZN0H 5,
9.1.3 DBEEEEDH 2 8E

MEEAN % RS 2 BEND D 5,
9.1.4 MFIREEREEDH 5 B

WA % 8509 5 BE A H 5.

9.1.5 BIICHRENBEEDH 28HE
P EIH] R THBENE O FA 2R TBF 08D 5,

9.1.6 Yav 7REBICHDEBEE
TEERA LI 2 B0l 5 2 BZNA D 5.

9.1.7 REMT I K- 20H 5H8E
MR 2R T BENDDH 5,

9.1.8 FURIREEEIETIE (FhEKIESE) DOEFE
AR R SRR ST B 200D 5,

9.1.9 BIBREHERTE (7Y IRE DEE
IR ER ISR L. D E o T b,

9.1.10 EMKEDEREEDH 5 HE
X el DR RVA

9.1.11 =5HHE
IPRAIHIEN S L ST o T d,

9.1.12 FIMLARAEKICK BHERIES., REHEE. REFMTEOBE
PURBEELMEST L2 DD 5,

9.1.13 SREMWMFIEE. MEM LV ARXEFEHEEEFINE
Tor-8E
WHALEEE) % I 5 o

9.1.14 EEOEREEDH 3 BE
FEAE R T HLBENDD 5,

9.1.15 [EREZRUCBEADSH 5 EEF
JHEREE2 T LD D5,

9.1.16 EELREMBERBEDH 58H
B LA, EAEBEZREISTBENND 5,

9.2 BHEEERE
PEIESEIE L . RIEH2S® S5 b BEZN0DH 5,

9.3 ATiEEREEAE

9.3.1 EELITHEREEDH 28E
BHLanwZ b, FEICHS 2 L5, [2.58H]

9.3.2 fHgeEERE (ERELTHEREDH 2BEEKR])
RHSBIE L, BIERSH S bNIEBENTD 5.

9.5 1@
TEIR SRR L T A T RE O & 5 I iE, HE LA R
Wkl E ERZ S SN A ICORESTAZ L, B
EE (v R) THFBERHRE SN TV,
SRR Lz, MR A RS (B, AR
B, AR, RS 2755 bbb e b,
SIREF OG- XY o FETIST A S 5 b b L ORE
Wb

9.6 B3R
KA G E BTS2, BA~NORBRITICLY, f
WTENV e AR (IR, WAL, RS 2sE L
DOEDH B CYP2D6DTHIEAMEITH A Z & AHHL T
% H#% (Ultra-rapid Metabolizer) Tix. #FLHDOENL L 1
FENEL R ABENDH LY,

9.7 NRZ

9.7.1 12@EKimD/ME
BGLnwZ &, RGO B R s BvwT, 3BT
HELEERIFRIHIO ) A7 e & OWMEDD 5, [2.220]

9.7.2 BB, FAEMIEIREFEMFRERENCEELHEAEEZET
B8
TG LT & HERMRINGEIO ) A7 DB 5 BZ N0 5,



9.8 EEE
BHE?SHEG BT 552 CEEOREEBE L 225, 1
G T 52 &0 —RIEBBRREDMET L TB Y . FRICIE
MDA A o

10. HHE(ER
ARFNE, T & L TR EUGT2B7. UGT2B4 K UF — B
CYP3A4, CYP2D6THE#H &M%,

10.2 HAEE BRICEETSH L)

ek PR ARAEIR - 51875 Wy - ek T

R HRRE 7). I ] AR I R OF | R T4 0 R A e 10 1)
71 FT Y v R L S TR RS AR S LB,
Fl, NV EY = VBRI L Z LD S,
EX 31k

W AR

E T VIBACEEEM

EH

=BRARP OF

B3R

7V a—)v

7 =) v RS
TNT 7)Y

7<) VRPN O BT IIAHTH B,
TERDHmsG 2 &
W 5o

BRI EA Ly 222 S (Hnmicdta ) S EH
R SOLRIER | R E NG,

o) e EEH

MRIDBZNDVDH S,
TN R T = IFFARK| ARFI QR RABET S B |ud Eo A N2 AR
Gilk7] BENDDH B, TERIZ XD RHIOIER

HHEETICHE SN D,

1. BMEA

WROBIWERDS S 5D 2D LDT, BEE IV,
FWHRRD O N3G & IR 5 7 S e LiE A (T =
1.1 EXEEMER

1.1.1 &7FHE FEARH)

WHICE VAL ED DD, T, EHPICBIT 2580
LA LEGOHRIEIZE D, BV, { Ledk, TR,
FETT MO MR, TR, RS, B SR IR, AN AR
R T OMA - BIETR. IPEEE OBEREELSD S b
LIENHAHEDT, FHEPIET HHAICIE. IHHEZH 412
WET LR E, BEOWEEZBIR L AT 2 &, [8.15H]
11.1.2 FEORINE] (HEEANHA)

B, MRS, AR R, FR RS D S b
Hl2iE, GRS AR SEY R LERITY 2 k.

B, AFNZ X HIPREIHEIC G, RERESR (FoFyv o, L
INTIVT 7 V) BEEPLT A,
11.1.3 $88L CHEARH) ., ¥AR CHEAH)
11.1.4 |\ AR, REXZES (BN, REEZE (0
FEANHH)
1.1.5 FREMA LY X BEARH). hEMEXER (BEAH)
FIEMERGR B O BE G LIGAIZH SbND L OWELD 5.
1.2 ZOOEIER

B
TG B REENR, MUEZEH), FHE L

iR [IBa. o v, HEEEE, 5T

WAL Ml WL, R

N,

>

tO

W BUE . %) I
Z ot HRAR I &

13. BERS

13.1 FERK

IO, BRI, AR, SEEL. MERT. EE B,
WEERO TV, B, GHR0BD, M, RN, Mk,
REGERERRI T ENDH D,

13.2 @

DT OWBREET) S ENEF L,

G AL L, AGETER B O RER L X D E )
AL 24T ) o

CRREEREPUAITR G2 AT VL B B SR IR EERE B O Bl
ERDPFEBR LWL ) BEEIKS T 5, 2B, FRERIA O
TEREGRMIE T Yoz Y Evo T, BEOE=S
) 2 7 EATD O EF O RISIZIS U TIPS 130E A
FE % RET L 8 S FiftEET 5o

< B U TR AR O35 33O mBERE 21T -

15. ZOMOEE

15.1 ERER{ERICE D 155k
HEARIIIZCYP2D6 DI PEATERE TH B Z L AVHIH L T2 8%
(Ultra-rapid Metabolizer) T, RFIOIEHAHEW TH 5 E
Ve AOMPEER EA L. BERAPRBBILRL T hbBZN
i B9,

18. EEHIKIE

18.1 fEAAHF

HGEN2a 74 ¥ DO5~15% W R RCYP2D6IZ L )
O-Ti A F ML % 51T CTEIV & ATREHASE S NERMIER 2R
T, Fo, B EFERRC, BAKICUER L OB & 3]
T 57, SEIAIRIEE N A D1/6, AR EN X1/4, [
MR & 1/4, $EERHIE1/8~1/98 ENT W 567,

19. B3R CEEY 2 IBILFRIFER
—fe& a7 A ) YEEEIKFIY (Codeine Phosphate
Hydrate)

M3 -

- H,PO, - 14 1,0

4313 0 CisHaNOs - HsPOs - 1/2Hz20

& 406.37

b4 (BR,65)-4,5-Epoxy-3-methoxy-17-methyl-
7,8-didehydromorphinan-6-ol monophosphate
hemihydrate

PR B~ RO USSR EORm R TH B KX

ERERE(LOO)ICTE TR (. A Y/ =V idT s/ — )

OBNZBETFITL K, YZF NI —F VT EALEIT S

Vo 1.0g% K10mLIZ#E 2> L 72 OpHIZ3.0~5.0TdH

Do HIZX o TEIT 5,

22. A&
(U¥Z) 100g
500g

23. EEXEL

1) Koren G, et al. : Lancet. 2006 ; 368 : 704

2) Madadi P, et al. : Clin Pharmacol Ther. 2009 : 85 : 31-35
3) Ciszkowski C, et al. : N Engl ] Med. 2009 ; 361 : 827-828
4) Kelly LE, et al. : Pediatrics. 2012 ; 129 : e1343-e1347

5) Voronov P, et al. : Paediatr Anaesth. 2007 ; 17 : 684-687
6) MHHTHET 134 NEWIEHRS: SETEE7h FITLE . 2017 @ 364
7) HFTET 132 NEWSEHS ETHETH MyLeE. 2017 @ 474

24. XEERERVBEVEDES
P 3 T2kt WgERse L v & — 224 BRI
T536-8523 RIRIRHE XAz e T H3%H305
TEL 06-6964-2763 FAX 06-6964-2706
(9:00~17 : 30/ HMH %)

26. BUSHRGEEESE

26.1 BLEERSETT

Y pamaTeston

KRBT X 2= =T H 3 #1115

SG-207-207A



